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DECI SI ON ON APPEAL
Appel | ants seek review under 35 U.S.C. 8 134 fromthe final

rejection of clainms 21, 25, 27, 33, 34, 37, 40, 41, and 51-60, all of
the then-pending clainms. Appellants subsequently anmended sever al
claims, canceled clainms 56-60, and added clains 61 and 62 (Paper 33
(Amdt. filed 7 Nov. 1994)). Existing rejections were extended to new
claims 61 and 62. W affirmthe rejection of clainms 21, 25, 27, 33,
34, 37, 40, 54, and 55, but reverse the rejection of clains 41, 51-

53, 61, and 62.

Attorney docket no. CGNE 76.
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BACKGROUND
Appel | ants di scl ose the mani pul ati on of plant fatty-acid
content by altering fatty-acid synthase activity. Clainms 21 and 37
(reproduced below) are representative of the clainmed subject matter

21. A cDNA sequence encoding a Ricinus comunis
$- ket oacyl - ACP synthase protein, wherein said cDNA
sequence conprises the mature protein encodi ng portion of
said synthase protein, and wherein said mature protein has
a nol ecul ar wei ght of approximtely 50 kD.

(Paper No. 20 (Andt. filed 10 Aug. 1993) at 1.)

37. A DNA construct conprising, in the 5 to 3
direction of transcription, a transcription initiation
region functional in a plant seed cell, said $-ketoacyl -
ACP synt hase protein encodi ng sequence of Claim 21 or
Cl ai m 25[2 and a transcriptional term nation region
functional in a plant seed cell, wherein said $-ketoacyl -
ACP synt hase protein encodi ng sequence is oriented for
expressi on of antisense sequence.

(Paper No. 33 at 2.)
In the exam ner's answer (Paper No. 37), the follow ng
rejections remin:
1. An obvi ousness-type doubl e-patenting rejection
of claims 21, 25, 27, 33, 34, 37, 40, 54, and 55 in view
of the clains of Appellants' 07/721, 761 application (now

United States Patent 5,475,099);

? Claim?25 is identical to claim 21 except that the

nol ecul ar wei ght specified is 46 kD instead of 50 kD (Paper No. 20
at 1-2).
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2. A witten description and enabl enent rejection
under 35 U.S.C. 8 112[1] of clainms 37 and 40; and
3. An enabl ement rejection under section 112[1] of
claims 21, 27, 33, 34, 37, 40, 41, 51-55, 61, and 62.
DI SCUSSI ON

Qobvi ousness-type doubl e- pat enti ng

At the hearing, in response to a direct question fromthe bench
on the matter, counsel for Appellants stated that they are no | onger
contesting the doubl e-patenting rejection. Counsel further indicated
t hat an appropriate term nal disclainmer would be subnmtted when the
application is returned to the examner. |In light of this
concessi on, the obvi ousness-type doubl e-patenting rejection of
clainms 21, 25, 27, 33, 34, 37, 40, 54, and 55% in view of the clains
of Appellants' 07/721,761 application (now United States Patent
5,475,099) nust be affirned.

Support for the antisense cl ains

The exam ner has rejected claims 37 and 40 for |acking both
written description and enabling description in the specification.
The witten description requirement and the enabl ement requirenents

are separate requirements. E.g., Inre Wlder, 736 F.2d 1516, 1520,

° It is not clear fromthe record why clainms 41, 51-53, 61,

and 62 were not also subject to this rejecti'on. Since a term nal
disclainmer will enconpass all of the clains in the resulting patent,
however, the question is noot on this record.
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222 USPQ 369, 372 (Fed. Cir. 1984); Vas-Cath Inc. v. Mbhurkar,

935 F.2d 1555, 1563, 19 USPQ2d 1111, 1116-17 (Fed. Cir. 1991). To
satisfy the witten description requirenment, the specification nust
clearly convey to those skilled in the art the information that the

Applicant invented the clainmed subject matter. Vas-Cath, Inc.,

935 F.2d at 1562, 19 USPQ2d at 1115. A |ack of enabl ement rejection
is appropriate where the witten description fails to teach those in
the art to make and use the invention as broadly as it is clained

wi t hout undue experinmentation. |In re Cortright, 165 F.3d 1353, 1356,

49 USPQ2d 1464, 1466 (Fed. Cir. 1999).

According to the exam ner, claim 37 would require undue
experimentation because

there is no guidance as to what segnents to invert or what

pronmoter to use in order to alter transcription and avoid

del eterious effects of altering expression of fundanental

bi ochem cal processes.
(Paper No. 37 at 5.) Moreover, the exam ner urges that the
relationship of the 46 kD protein and any of the 50 kD proteins to
synthases | and Il is not clearly established in the specification.

The specification describes the construction of synthase
expressi on cassettes (Paper No. 1 at 95-100). Antisense constructs
can use the sanme expression cassettes (Paper No. 1 at 102). Claim 37

requires the inversion of the "sequence of Claim21 or Claim25" so,

to the extent clainms 21 and 25 are definite and supported, there
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shoul d be no question of what segnments to invert: the entire
sequence nust be inverted. On this record, there is anple guidance
for how to prepare a synthase anti sense cassette. Although nore
detail in the specification m ght have been better, it is not

required. See Northern Telecom Inc. v. Datapoint Corp., 908 F.2d

931, 941, 15 USP2d 1321, 1329 (Fed. Cir. 1990) (A production
specification is not required for enabl enent).

As far as the relationship of the proteins described in
claims 21 and 25 to synthases I and Il is concerned, neither claim
requires any specific relationship. Each only clains a protein with
an approxi mate nol ecul ar weight that is a Ricinus communis $-
ket oacyl - ACP synt hase protein, but does not specify type | or type
1. Claim37 requires no nore. Thus, any questions about the
relationship of the proteins in the clains to the synthases of the
specification is noot.

Simlarly, the exam ner's concern about whether the antisense
woul d work, i.e., would decrease the effects of the synthase, is
m sdirected. Claim37 is directed to a DNA construct, not a nethod
of reduci ng synthase activity. Moreover, the construct need only
permt the expression of the encodi ng sequence in an antisense
orientation. Wether or not the expression product reduces synthase

activity is not relevant to understanding the claimed subject matter.
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On the record before us, the exam ner has not carried her burden of
denonstrating undue experi mentation.

The exam ner gives no specific rationale for the witten
description rejection. W note that the specification lists "nucleic
acid constructs...designed to decrease expressi on of endogenous
synt hase...[using] an anti-sense synthase under the control of a
pronmotor” as part of the invention (Paper No. 1 at 9; see al so Paper
No. 1 at 13 and 17). Absent a clearer statenent of the rejection, a
preponder ance of the evidence of record supports a finding of
adequate written description.

Enabli ng support for the 50 kD cl ai ns

The claimwith the 50 kD protein elenent, claim?21l, and clainms
depending fromit stand rejected as not enabl ed because it is not
clear which 50 kD protein is characterized by the disclosed an no-
acid and encodi ng pol ynucl eoti de sequences (Paper No. 37 at 6). The
exam ner notes that several 50 kD proteins are nentioned in the
specification, including a protein contam nant, a protein related to
synthase | activity, and a protein related to synthase Il activity
(Paper No. 37 at 11).

Claim 21 does not refer to the protein contanm nant. The point
of the ACP- Sepharose colum was to isolate proteins with synthase

activity. ACP (acyl carrier protein) is part of the substrate for
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$- ket oacyl - ACP synthase proteins (Paper No. 1 at 8). A person
skilled in the art, upon reading in the specification that

The ACP columm renpves several proteins including a mjor

cont am nant which al so showed a nol ecul ar wei ght at about

50 kD[]
woul d have understood that the contam nant was so desi gnated because
it lacked synthase activity. Consequently, the exam ner’s concern
about the 50 kD contam nant is not supported by the preponderance of
evi dence of record.

Appel l ants contend that there is only one disclosed 50 kD
protein with synthase activity (Paper No. 30 (App. Br.) at 15).
According to the specification, a 50 kD synthase protein elutes in
two fractions. The first fraction primarily has synthase ||
activity; the second, primarily synthase | activity. The
specification indicates that two-dinensional gel analysis of the
50 kD protein band with synthase Il activity produces “at | east two
spots” (Paper No. 1 at 23-24). The specification does not explain
these two spots. It continues by explaining that the 50 kD proteins
with synthase |I and synthase |l activities appear to be closely
related (Paper No. 1 at 24). Fromthat point on, the specification
refers to “the 50 kD protein” as though only one 50 kD protein is
rel evant.

Claim 21 requires an enabling disclosure for a cDNA encodi ng a

50 kD Ricinus comuni s $-ketoacyl -ACP synthase protein. The
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specification provides guidance on how to isolate a cDNA for at |east
one such protein (Paper No. 1 at 24-25). The enablenent rejection is
t hus best understood as a scope of enabl enent rejection. See
Cortright, 165 F.3d at 1356, 49 USPQ2d at 1466 (characteri zing

enabl ement scope rejections). The question is whether one skilled in
the art at the time of filing could have isolated a cDNA for each

50 kD synthase protein. Assum ng, arguendo, that the specification
di scl oses two 50 kD synthase proteins, it explains howto isolate
both proteins (Paper No. 1 at 24) and how to generate probes for a R
communis cDNA |ibrary based on partial sequences of the isolated
protein (Paper No. 1 at 24-25). The exam ner has not expl ai ned why
this would not be sufficient. Although the exam ner notes the
confusion regarding the identity and rel ati onship of the disclosed
proteins, the rejection before us is |lack of enablenent, not witten
description.* As previously noted, these are distinct requirenments
with distinct tests. Consequently, we do not find a preponderance of
evidence in the record to support the enabl ement rejection of

claim 21.

Obj ections to the specification

Since the filing of the present appeal, the Court of
Appeal s has clarified the application of the witten description

requi rement in biotechnol ogy sequence cases. Regents of the Univ. of
Cal. v. Eli Lilly & Co., 119 F.3d 1559, 1568, 43 USPQR2d 1398, 1405
(Fed. Cir. 1997).
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Obj ections to the specification are not reviewed on appeal.

See Manual of Patent Exam ning Procedure § 706. 1.
DECI SI ON

The obvi ousness-type doubl e-patenting rejection of clainms 21,
25, 27, 33, 34, 37, 40, 54, and 55 in view of the clains of
Appel l ants' 07/721, 761 application (now United States Patent
5,475,099) is affirnmed. The witten description and enabl enent
rejection under 35 U.S.C. § 112[1] of clainms 37 and 40 is reversed.
The enabl enment rejection under section 112[1] of clainms 21, 27, 33,

34, 37, 40, 41, 51-55, 61, and 62 is reversed.



Appeal No. 96-0051 Page 10
Application No. 07/987, 256

The period for taking any subsequent action in connection with
this appeal will be extended only under the limted circunstances

provided in 37 CFR 8§ 1.136(b).
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